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§ 177.110 Additional data require-
ments; waiver of requirements.

(a) The Administrator may require or
occasion a petitioner to submit data or
information other than that described
by this part only if the Administrator
finds such data or information to be
necessary for the evaluation of the pe-
tition.

(b) The Administrator may waive a
requirement imposed by this part for
the submission of data or information
if the Administrator finds such data or
information to be unnecessary for the
evaluation of the petition.

[55 FR 50288, Dec. 5, 1990, as amended at 58
FR 34203, June 23, 1993]

§ 177.116 Sample of food additive.

The Agency may require the peti-
tioner to submit a sample of the food
additive or pesticide residue that is a
subject of the petition. The Agency
shall specify in such request the quan-
tity which it requires.

[55 FR 50288, Dec. 5, 1990, as amended at 58
FR 34203, June 23, 1993]

Subpart G—Administrative Actions

§ 177.125 Action after review.

(a) After a petition has been accepted
for detailed review, the Administrator
shall review the petition, the accom-
panying data and information, and
other pertinent data or information
available to the Administrator.

(b) Upon completion of such review,
the Administrator shall determine, in
accordance with the Act, whether to
issue an order that establishes, modi-
fies, or revokes a food additive regula-
tion (whether or not in accord with the
action proposed by the petitioner),
whether to issue an order denying the
petition, or whether to publish a pro-
posed food additive regulation and re-
quest public comment thereon under
§ 177.130.

(c) The Administrator shall publish
in the FEDERAL REGISTER such order or
proposed regulation. An order pub-
lished under this section shall describe
briefly how to submit objections and

requests for a hearing under part 178 of
this chapter.

§ 177.130 Issuance of proposed rule on
Administrator’s initiative or in re-
sponse to petition, and final action
on proposal.

(a) The Administrator may publish in
the FEDERAL REGISTER a proposal to es-
tablish a food additive regulation or to
modify or revoke an existing food addi-
tive regulation, on his or her own ini-
tiative or in response to a petition.

(b) The Administrator shall provide a
period of not less than 30 days for per-
sons to comment on the proposed regu-
lation.

(c) After reviewing any timely com-
ments made, the Administrator may by
order establish, modify, or revoke a
food additive regulation, or may by
order decide that no final action on the
proposal is warranted. Each such order
and each such regulation shall be pub-
lished in the FEDERAL REGISTER. An
order published under this section shall
state that objections and requests for a
hearing may be filed as prescribed by
part 178 of this chapter.

§ 177.135 Effective date of regulation.

Any final regulation issued under
§ 177.125 or § 177.130 shall be effective on
the date of publication in the FEDERAL
REGISTER unless otherwise provided in
the regulation. The Administrator, in
his or her sole discretion, may stay the
effective date of the regulation if an
adversely affected person files an ob-
jection under part 178 of this chapter.

Subpart H—Judicial Review

§ 177.140 Judicial review.

The FFDCA does not provide for judi-
cial review of an order or regulation
issued under this part or of a denial of
a petition under this part. However, if
an objection to such action is sub-
mitted to the Administrator in the
manner prescribed by part 178 of this
chapter, judicial review may be ob-
tained of the Administrator’s action on
the objection. (See FFDCA sections
409(f) and (g).)
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